CORPORATE INTEGRITY AGREEMENT
BETWEEN THE OFFICE OF INSPECTOR GENERAL
OF THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND
BAYER CORPORATION

1. PREAMBLE

B_ayer Corporation (“Bayer’ ”) hereby enters into this Corporate Integrity

Agreement (“CIA”) with the 0fﬁce of Inspector General (“OIG”) of the United States

* Department of Health and Human Services (“HHS”) to promote compliance by officers,
directors, employees, contractors (subject to Bayer’s control) and agents of the Bayer
Pharmaceutical Division who are involved in the contracting for, or marketing, selling or
reporting the pﬁce of products that_ are reimbursed by Medicare, Medicaid and all other.
Federal health care programé (as déﬁned in42U.S.C. § 1320a7lv)(f))v(hereinaﬁer
collectively referred to as the"‘Fe(ieral health care programs”) ﬁth the requiréments of

’ those Federal health care programs. All persons identified in the preceding sentence shall
collectively be referred to as the “Covered Persons.” If during the term of this CIA, any »
Bayer division or affiliate (defined as an entity controlled by Bayer) besides, or in -

addition to, the Pharmaceutical Division becomes involved in the contracting for,

! Specifically excluded from the definition of “Covered Persons” are the marketing, sales or
other personnel of firms with which Bayer has agreements to co-promote its products. ‘Bayer
shall, however, in good faith seek to obtain assurances that such personnel have received
appropriate training on proper marketing and sales techniques. The term “Covered Persons™
speclﬁcal]y includes all other personnel, apart from those actmg under co-promotion agreements,
" who comprise Bayer’s contract sales force.



rharketing, selling or reporting the price of pha@aceuﬁcal or biological products that are
reimbursed by Medicare, Medicaid or other Federal health care programs, the term -
Covered Persons shall also include the individuals in that division or affiliate, and all
references to the Pharmaceutical Division in thls CIA shall also be construed to also
include that other Bayer division or affiliate. |

Contemporaneously with this CIA, Bayer is entering into a Settlement Agreement
with the United States and this CIA is incorporated by reference into that Setﬂement
Agreement, subject to the terms. of Section X below. Contemporaneous_ly with this CIA,
Bayer is also entering settlement agreements with various other states, and Bayer’s

agreement to this CIA is a condition precedent to those agreements.

II. -TERMOFTHECIA

The period of the compli’ance obligations assﬁmed by Bayer under this CIA shall
be five (5).years from the Effective Date of this CIA (unless otherwise speciﬁed).‘ -The
Effective Date of this CIA will be the date on which the ﬁnél signatory to this CIA
executes this CIA (the “Effective Date”).

Sections VII, VIII, IX, X and XI shall remain in effect until the OIG has completed
its review of the final Anm_ial Report and aﬁy additional materials submitted by Bayér
pursuant to tlie OIG’s request.

III. CORPORATE INTEGRITY OBLIGATIONS

Bayer hereby agrees to establish a Compliance Program that includes the

following elements: |



A. Comp]fance Ofﬁcer.and Committee. Withiﬁ sixtyv(60) days of the Effective
“Date of this CIA, Bay& Pharmaceutical Division shall appbint an individual to serve as
its Compliance Officer. That person shall be responsible for developing and
implementing policies, procedﬁres, and practices designed to ensure compliance with the
reqﬁitemen_ts set forth in this CIA and with the requirements of the Federal health care
programs. The Comp]ia:hce Officer shall be é member of senior ménagement of the
Bayer Pharmaceutical Division, shall make periodic (at least quarterly) reports regarding
compli'ance matters directly to the Presideni of the Pharmaceutical Division and shall be
authorized to report on such matters to the Chief Executivé Ofﬁcer and the Board of
Directors of Bayer at any time. The Compliance Ofﬁcerv shall be responsible for
monitoring the day-to-day compliance acﬁﬁties engaged in by Bayer Pharmaceutical
Division as well as apy reporting obligatioﬁs created under this CIA. -

Any ch?mge in the identity or position description of the Compliance Officer, or
any actions or changes that would affect the Compliance Officer’s ability to perform thé
duties necessary to meet the obligations in this CIA, must be reported to OIG, in writing,
| within fifteen (15) days of such a change.

Bayer Pharmaceutical Division shall also appoint a Compliance Committee within
sixty (60) days of the Effective Date of this CIA. The Compliance Corﬁmittee shall, ata |
| minimum, include the Compliance Ofﬁcer and any other members of senior management
of the .Pharmaceutic'al Division necessary to meet the requiremex.lts of ﬂﬁs CIA (eg,

senior executives of each major department, such as Contracting, Sales, Marketing,
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Hﬁman Resources and Internal Audit). The Compliance Ofﬁ'cer shall chair the
Compiiance Committee and the Committee shall support the Compliance Ofﬁcer in

| fulfilling his/her responsibj]ities (e.g., shall assist in the ahalysis of the Pharmaceutical
Division’s risk areas and shall oversee monitoring of internal and external compliaﬁce
audits and investigations).

. -Any changes in the' composition of the Compliance Committee, or any actions or -
changes that would affect the Co;npliance Committee’s ability to perform the duties
_néc.essary to meet the obligatio'gs in this CIA, must be reported to OIG, in writing, within
fifteen (15) days of such a change.

B. Written Standards.

1. Code of Conduct. Wlthm m'néty (90) days of ﬁle Effective Date of this

CIA, Bayer Pharmaceutical Division shall establish a Code of Conduct. The Code of . |
Coﬂduct shall bé distributed to all Covered Persons within one-hundred-twenty (120)
days of the Effective Date of this CIA. Bayer Pharmaceutical bivision shall make the
promotion of, and adherence to, the Code of Conduct an element in evaluating the
: ferfonnance of all employees. The Code of Conduct shall, at a minimum, set forth;
a. Bayer Pharmaceutical Division’s commitment id full compliance with all
Federal health care program requirements, including its commitment to
report prices for and markét its drug aﬁd bioiogic products for which the-

Federal health care programs provide reimbursement (“Government



Reimbursed Products™) in‘ aécordancé with Federal health care> prog‘rém

\ requirements;'

b. Bayer Pharmaceutical Division’s mquimmt that all of its Covered .
Peréohs shall be expected to comply with all Federal health care program
requirements aﬁd with Bayer’s Pharmaceutical Division’s own Po]iéies and
Procedures as implemented pursuant to Section II1.B.2 (including the
requirements of this CIA); |

c. the réquirement that all Covered Persons shall be expected to @oﬁ to

the Compliance Officer or other individual designated by Bayer

program reqpirements or of Bayer Pharmaceutical Division’s own Policies
-and Procedures;

d. the potential consequences to both Bayer and to Covered Persons of
failure' to comply with all Federal health care program requirements and
with Bayer Pharmaceutical Division’s own Policies and Procedures or of
'faiiure to ﬁport such noncompliaﬁ_ce; and

e. the right of all individuals to use the Confidential Disclosure .Program
described in Section IILF, and Bayer’s commitment to maintain
cbnﬁdehtiality_, as appropriate, and non-rétaliatién with respect t§

disclosures.



Within one-hundred twenty (120) days of the Effective Date of the CIA, each |
Covered Person shall ce;ﬁfy, in writing or in electronic form, that he or she has received,
read, understood, and will abide by Bayer Pharmaceutical Division’s Code of Conduct.
New Covered Pérsoﬂs shali receive and complete the required certification within two (2)
weeks after becoming a Covered Person or within one-hundred twenty (120) days of the
Effective Déte of the CIA, whichever is later.

Bayer Pharmaceqtica] Division will annually review the Code of Conduct to

-deteniﬁne if revisions are appropriate and shall make any necessary revisions based oﬁ

such a review. Any such revised Code of Conduct shall be distributed within thirty (30)

£ Fovnlims
f finalizing such changes.

days o
~ read, understood and will abide by the revised Code of Conduct within thirty (30) days
after distribution of such revisions.

2. Policies and Procedures. Within one-hundred twenty (120) dayé of the
Eﬁ‘ective Date of this‘CIA, Bayer Phannacéutica] Division shall implement written
Policies and Procedures regarding the operation of its compliance program and its
compli ance with all of thé Federal health c;are program requirements. At a minimum, the
.'Policie.s. and Proceéures shall specifically address: 1) the subjects relating to the Code of
Condﬁct identified m Section II1.B.1; 2) the need to report accurate prices, including
prof)er accrual determinations (based on reasonable assumptions that are regularly

reviewed and for which appropriate adjustments are made, if necessary) for Government

Reimbursed Products to the Health Care Financing Administration (“HCFA”), the State
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Medicaid programs and all di'ug price reporting se'rvice-:s on which government agencies
7 fely; and 3) the requifements for marketing, selling and distributing Govérmhcnt
Reimbursed Products in accordance with all applicable requirements of the Federal rhealth
care programs.
Within oné-hundred twenty (120) days of the Effective Date of the CIA, the
relevant portions of the Policies and Procedures shall be distributed to all Covered
Persons. Bayer Pharmaceuﬁéal Division shall make available éppropn’ate and
knowledgeable staff to explain the Policies and Procedures. |
At least annually (and more frequently if appropriate) Bayer Pharmaceutical
Division shall assess and update as necessary the Policies and Procedﬁres. Within
thirty (30) days of the Eﬁ"eétive Date of any revisions, the relevant portions of aﬁy such
revised Polic;i.es and Procedures shall be distributed to all Covered Persons whose job
ﬁmcﬁons are related to those Policies and Procedures.
- C. Training and Education.
1. Generql T raining. Within one-hundred twenty (120) days of the
Effective Date of this CIA, Bayer Pﬁarmaceutical Division shall make its best efforts.to
provide at least three (3) houfs of general training to each Covered Person. In th_g event
that the Pharmaceutical Division is unable to c_omplete. the training within one hundred
éﬁd twenty (120) days of the Effecﬁve Date of this CIA, it shall complete such fraining by
no later than one hundred and ﬁﬁy (150) days of the Effective Date. If any Covered

Person has not completed the general training within this time peiriod,_ a Covered Person
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" who has c-o'mp]eted the genéral training shall review all of the untrained person’s work in
the area of contracting for, marketing, selling or reporting the price of products that are
reimbursed by Federal health care programs until that untrained person receives training.
This general training shall éxp]ain:
a. Bayer’s Corporate Integrity Agreement requirements;
b. Bayer Pharmaceutical Division’s Compliance Program (including the
Policies and Procedures as they M'to general compliance issues);
c. the proper methods of marketing and selling Government Reimbursed_ _
Pro»ductsvin accordance with applicable fequirements of Federal heath care
programs;
d. the personal obligation Qf each individual involved in marketing and
sales of Government Reimbursed Products to ensure that those products are
marketed and sold in accordance with all applicable requirements of the
© Federal health care programs; and |
e. applicable legal rules (inchiding the sanctions for violations) relating to
Government Reimbursed Prbdupts (including, but not limited to, the Anti-
kickb‘ack Statute, 42 U.S.-C; § 1320a-7b(1) and (2); the Civil Monetary
Penalties _Lav&, 42 U.S.C. -§ 1320a-7a; the Civil False Claims Act, 31 US.C.

§§ 3729-3733; and the Medicaid Rebate Statute, 42 U.S.C. § 1396r-8)).



- New Co;rered Persons shall receive the general training described above within

thirty (30) days of becoming a Cove~redAPerson or within one-hundredv twenty (120)' days
after the Eﬁ'ective‘D_ate of this CIA, whichcver- is later. If any new COvered Person has
Tesponsibility for contracﬁhg for, marketing, selling or reporting the price of Government
Reimbursed Products prior to completing the general training, a Covered Person who has
completed the general training shall review the untrained person’s work in those areas.
After receiving the mltlal training described abbve, each Covered Person ;hall receive at
- least one hour of general trammg anmially. - |
| 2. Specific Training. Within one-hundred twenty (120) days of the
Effective Date of this CIA, each Covered Person who has direct responsibility for
establishing or reporting prices fo'r Govemment Reimbursed Products or sets policy for or
supervises the n_larketing and sales of Government Reimbursed Products (‘fRe]evént
Covered PerSons”) shall receive at least two.hours of specific training in addition to the
gcnel;al training'requir.e‘d above. This training shall include a discussion of:

a. the repbrting of accurate pricing information to HCFA, the State

Medicaid Programé and drug price reporting services for Government

Reimbursed Products; - |

b. the personal obligation of each individual involved in the drug price

reporting procéss to _ensufe fhat prices are accurately reported; and

c. examples of proper and improper drug price reporting and |

marketing/sales practices.



Reievant Covered Persons shall receive this spéciﬁc training ﬁvithin thirty (30)
days of becoming a Relevant Covered Person or Wlthm one hundred twenty (120) days of
the Effective Déte of tl_u’s CIA, whichever is later. If a new Relevant Covered Person has
any responsibility fér the reporting of drug pricing information or the marketing/sales of |
Government Reimbursed Products prior to completing this specific training, a Relévant
Covered Person who has complefed the specific training shall review all of the untrained
person;s work in these areas. | |

After receiving this initial training described in this section, 'every_ Relevant

Covered Pcrson shall receive at least two (2) hours of specific training annually.
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3. Certification. Each individu
- certify, in writing (or in electronic form if the training is computerized) that he or she has
récéived the required training. The certification shall specify the type of training received
and the date received. The ,Comb]ian(}e Officer (or his or her designee) shall retain the
certifications, aléng with specific course materials. These shall be made available to OIG
upon request. '

4. Training Methodology. Pe_i‘sons designing and providing all training
required under this section IIL.C. must be knowledgeable ai)out the subject areas of the
training. Bayer Pha‘rmaéeuticai Division may provide the training required under this
CIA thrdugh appropriate web-based approaches. In that event, all references to “hours”
in this section IIL.C. shéll @ew “normative hours™ as that term is used in the computer-

based training industry. If Bayer Pharmaceutical Division chooses to provide web-based
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training, it shall also make available appropriately qualified and knowledgeable staff to
answer questions or provide additional information to the Covered Persons who are
receiving such training.

D. Reporting Reguifements.

1. G’eneral Statement of Pmpo.s:e and Intent. On a quarterly basis, Bayer
* Pharmaceutical Division shall report to the mﬁﬁ% identified below in Section I11.D.2.b.
certain pricing iﬁformation, as specified below in Section II1.D.2.a, for the purpose of
furnishing those entities with &ue pﬁcing information that accuratgiy reflects prices at
which actual purchasers buy the Goverﬁment Reimburs_ed Producté sold by Bayeri Bayer
mderstands that this information may be relied upon by State government entities in
establishing Medicaid reimbursement rates for the Government Reﬁnbursed Products.

2. Speciﬁc Reporting Requirements.

a) Average Sale Price Defined:

For purposes of this CIA, “averagg sale price” means, with respect to each ddsage
form, strength and volume of the drug or bio]ogic product (without regard to any special
packaging, labeling, or identifiers on the dosage form or product or paékage) the average
of all final sales prices charged by Bayer for the drug or biologic pr(->duct} in the United
States to all purchasers, excluding those sales exempt from inclusion in the calculation of -
“Best Price” for Mgdicaid- Rebate purposes, pursuant to 42 U.S.C. § 1396r-8, and direct
sales to hospitals. The prices identified in the calculation of the avérage. sale pﬁce should

be net of all the following: volume discounts; prompt pay discounts; cash discounts;
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chargébacks; short-dated pro&uét discounts; frge goods; rebat-é\s,2 and all other price
concessions provided by Bayer to any relevant purchaser, as earlier defined in this
paragraph, that resﬁlt in a reduction of the ultimate cost to the pmcﬁaser. '
Notwithstanding the foregoing, the average sale price shall not include the value of.boné
fide charity care or grants.

| Bayer Pharmaceutical Diﬁsion shall report the average sale price by National
Drug Code (“NDC”) for each Government Reimbursed Product identified by Bayer’s
NDC. "fhe average sale price reported éhali be properly weighted to reflect the vofume of
sales at each sale price, i.e., for each NDC, the pﬁce reported shall be an average per umt
pﬁcé determined by dividing the sum of all final prices charged by Bayer, net of all price
. reductions identified above, for a drug or biologic product m a quarter by the total hmﬁber
of units of that drug or biologic pro&uct sold in that quarter.

b) Reporting Obligations for Government Reimbursed Products:

Except as otherwise noted below, thlrty (30) days after ﬂxg last day of each .
calendar quarter, Bayer Pharmaceutical Division shall report, in accordance with Section
I11.D.2.a above, the-average sale prices of each of its Government Reimbursed Products -
identified by Bayer’s NDC to:-1) the Medicaid programs of those States who have

executed a state settlement agreement with Bayer; 2) to First DataBank Inc.? solely for the

? The term “rebate” as used in this paragraph does not include any payments made by Bayerto
the States pursuant to the Medicaid Rebate Program (42 U.S.C. § 1396r-8).
* If appropriate to reflect changes in the sources from which the State Medicaid programs
- : (continued...)
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purpose of reporting pricing information based on those a;'erage sale prices to the
Medicaid Programs of those States that have executed a state settlement agreement; 3)
and to the OIG. The first sﬁch report of average sale pﬁces shall be made by February 28,
»2001, or ﬁfteen (15) days after the Effective Date of this CIA, whichever is later. With -
respect to the Qui Tam Drugs,’ Bayer Pharmaceutical Division shall not report an
Average Wholesale Price (“AWP”) to First DataBank, or any other reporting service, to
be used for purposes of setting Medicaid reimbursement prices for the Qui Tam Drugs
and Bayer shall express]y inform such reporting services to this effect. Th]S restriction
shall not limit Bayer’s ability to report AWP informatioﬁ for the Qui Tam Drugs to ahy
price reporting service for uses unrelated to Medicaid, or Bayer’s -‘Bﬂity to report A vvrI
information for any purposes for drugs or biologic products other than the Qui Tam
Drugs.

c) Certification Requirement: |

1In connection with each report of average sale price, Bayer Pharmaceutical

Division shall also provide the OIG and the applicable States a detailed description of the

(...continued)

received their pricing information, Bayer agrees that, upon the receipt of a written request by any
~ of the States, it will report the required information to a drug pricing reporting source other than,
and in addition to First DataBank, subject to reasonable provisions equivalent to those agreed to

- by First Data Bank to ensure the confidentiality of that information.

*The Qui Tam Drugs, as defined in the Settlement Agreement incorporated herein by reference,
are: Koate-HP Antihemophilic Factor (Human), Kogenate Antihemophilic Factor
(Recombinant), Konyne-80 Factor IX Complex (Human), Gamimune N, 5% Immune Globulin
Intravenous (Human 5%), Gamimune N, 10% Immune Globulin Intravenous (Human, 10%), and

Thrombate III (Antithrombin I, Human).
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" methodology used to calculate the average sale pﬁoes. A high managerial agent of Bayer
Pharmacei;tical Division will certify that the average sale pﬁces reported with the
oertiﬁcation are calculated in accordance with the described methodology. Said
certifications shall be made in form attached hereto as Aﬁachxﬁent A and shall include an
acknowledgment that the average sale prioes reported will be filed with and used in the

| administration of the Medicaid programs. To the extent that Bayer’s methodology
involves accruing for the iﬁlpact of future events, ABayer shall include a description of its
accrual methodology, including underlying assumptions, in its certification, and shall, on
a quarterly basis, evaluate such accrual methodology in light of its actual experience and

make any appropriate adjustments.

d) C onﬁdentiqlity of Reported Information;

It is understood that Bayer considers the average sale price information and the
methodology by which it is calculated to be confidential commercial information and
proprietary trade secrets that if disclosed would cause substantial injury to the competitive
position of Bayer.

¢) Document Retention:

Bayer Pharmaceutical Division shall retain all work papers and supporting

documentation relating to the average sale price of 1ts drugs for six yearo after the

Effective Date of this CIA and shall make such documentation available for inspection by
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the OIG or its duly authorized represéntative(s) in accordance with the provisions set
forth more fully below in section VII of this CIA.

E. Review Procedures.

1. General Description.

a Réténtion of Independent Review Organization. Bayer shall retain an
entity (or entities), such as an accounting, auditing or consulting firm
(hereinafter “Indebendent Review Organization” or “IR0O”), to perform procedures to
assist Bayer in assessing and evaluating its drug price reporting and compliance practices
‘pursuant to this CIA. Each Independent Review Organization .must have expertise in
auditing'and'the requirements of the Federal health care programs as they relate to the
reirnbursement and marketing/sales of Government Reimbursed Products. The
Independent Review Organization(s) must be retained to conduct the engagemenfs
described below for the first year within ninety (90) days of the Effective Date of this
CIA. Each IRO shall assess, along with Bayer, whether it can perform the IRO
engagements in a professionally independent fashion taking into accoﬁnt any other
business relationships or other engagements that may exist.

b. Types of and Frequency of Engagements. The Independent Review
Organization(s) will conduct two separate @gagements. One engagement shall be to
conduct procedures with regard to Bayer i’harmaceutical Division’s drug price réporting
practices (“Drug Price Reporting Engagement”). The second engagement will be to

‘conduct procedures with regard to whether Bayer is in compliance with this CIA
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(“Compiiance Engagement”). The Drug Price Reporting Engagement shall be performed
~ annually and shall cover each of the one-year periods beginning with the Effective Date
of the CIA. The Compliance Engagement shall be performed by the IRO for the first
one-year period beginning with the Effective Date of the CIA.

¢. Retention and Submis&ion of Records. A complete copy of the Independent
Review Orgahization’s Drug Price Reporting Report for each year of the CIA and, for the
first year of the CIA only, the IRO’s Compliance Engagement Report, shall be included
in Bayer’s Annual Reports to OIG. The IRO and Bayer shall retain and make avéilable to
the OIG upon request all work papers, supporting documentation, correspondence, and
draft reports that are exchanged between the IRO and Bayer relating to the engagements.

2. Drug Price Reporting Engagement. The Drug Price Reporting
Engagement, shall be composed of two separate sets of procedures, “Reported Prices
Procedures” and “Sysfems Procedures”, both of which are described in detail in
Attachment B to the CIA. Prior to conducting the Drug Price Reporting Engagement, the
IRO may submit its workplan(s) to the QIG for comment. However, any comments or
recommendations made»by the OIG in connection with a review of the workplan will not
pfeclude the OIG from making further comments or recommendations after reviewing the
Drug Price Reportiﬁg Engagement Report.

3. Compliance Engagement. The IRO shall conduct an engagement regarding |

Bayer’s compliance activities under which it shall perform procedures designed to assist

in determining Bayer’s compliance with the obligations set forth in sections I through
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VI of this CIA. The IRO shall prepare a report based upon the Compliance Engagement
performed (the “Compliance Engaggment Report™), which shall include the IRO’s
ﬁndings, wpporﬁng rationale, and a summary of such findings and rationale regarding
Bayer’s compliance with the terms sections I through VIII of the CIA, as applicable.

4. Venﬁcaﬁén/Validation. In the event that the OIG has reason to believe that:
(a) Bayer’s Drug Price Reporting or Compliance Engagement fails to conform to the
requirements of this CIA, or (b) the findings of the reports from these engagements are
inaccurate, the OIG may, at its sole discretion, conducf its own review to determine
whether the Drug Price Reporting Engagement and Compliance Engagement comply with
the reqﬁirerﬁents of the CIA and/or the reported findings are inaccurate. Bayer agrees to
pay for the reasonable cosf of any such review pgrfonned by the OIG or any of its
designated agents so long as it is initiated before one year after the Final Annual Report
or any additional materials requested by the OIG as described in section II. Prior to
proceeding With such an independent review, the OIG shall notify Bayer of its intent to do
so and its reasons for believing such a review is necessary, and shall in good faith attempt
to resolve any Drug Price Reporting or Compliance Engagement issues without
proceéding with an independenf review. However, it shall remaih in the sole discretion of
the OIG to ;}roceed with' an independent review as described above.

5. Independence Certification. The IRO(s) shai] includé in its report(s) to Bayér
a certification or sworn affidavit that it has: 1) evaluated its professional independence

with regard to the Drug Price Reportihg and Compliance Engagements (in accordance
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with the independence standards of its industry/profession); and 2) concluded that it was,
in fact, independent.

F. Confidential Disclosure Program. Within one-hundred twenty (120) days

-after the Effective Date of this CIA, Bayer Pharmaceutical Division shall establish a
Confidential Disclosure Program, which must include a mechanism (e.g., a toll-free
compliance telephone line) to enable individuals to disclose, to the Compliance Officer or
some other person who is not in the disclbsing individual’s chain of command, any

-identified issues or questions associated with Bayer’s policies, practices or procedures

with respect to any Federal health care programs, believed by the individual to be a

Division shall publicizg the existence of the confidential disclosure mechanism (e.g., via
periodic e-mails to employees or by posting the information in prominent common areas).
The Confidential Disclosure Program shall emphasize a non-retribution, non-
retaliation policy, and shall include a reporting mechanism for anonymous, confidential
cbmmunications. Upon receipt of a disclosufe, the Compliance Officer (or designee) shall
make a preliminary good faith inquiry into the allegaﬁons set forth in every disclosure to
ensure that he of she has obtained all of the information necessary to determine whether a
further review should be conducted. For -any disclosure that is sufficiently specific so that
it feasonaﬁly: (1) permits a determination 6f the appropriateﬁess of the alleged improper

practice, and (2) provides an opportunity for taking corrective action, Bayer
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Pharmaceutical Division shall conduct an internal review of the allegations set forth in
such a disclosure and ensure that proper follow-up is conducted.

The Compliance Officer (or his or her designee) shall maintain a confidential
disclosure log, which shall include a record and summary of each allegation feceived; the
_ status of the respective investigations, and any corrective action taken in response to the
internal reviews. The confidential disclosure log shall be available to the OIG upon

: requést.

G: Ineligible Persons.

1. Definition. For purposes of this CIA, an “Ineligible Person” shall be
any individual or entity who: (a) is currently excluded, suspended, debarred or otherwise
ineligible to participate in the Federal health care programs or in Federal procurement or
non-procurement programs; or (b) has been convicted of a criminal offense that falls
within the ambit of 42 U.S.C. § 1320a-7(a), but has not yet been excluded, debarred, or
* otherwise declared ineligible.

2. Screening Requirements. Bayer Pharmaceutical Division shall not hire
or engage as a Covered Person any Ineligible Person. To prevent hiring or engaging any
Ineligible Person, Bayer Pharmaceutical Division shall screen all prospective Covered
Persons prior to éngaging their services by: (a) réquiring applicants to disclose whéther '
ihey are Ineligible Pérsons, and (5) reviewing the General Services Administration’s List
of Parties Excluded from Federal Programs (available through the Internet at

http://www.arnet.gov) and the HHS/OIG List of Excludéd Individuals/Entities (available
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through the Internet at http://www.hhs.gov/oig) (these lisé will hereinafter be referred to
as the_ “Exclusion Lists™).

3. Review and Removal Requirement. Within one hundred twenty (120)
days bf the Effective Date of this CIA, Bayer Pharmaceutical Division will review its list
of current Covered Persons against the Exclusion Lists. Thereafter, Bayer
Pharmaceutical Division shall review its list of Covered Persons against the Exclusion
- Lists once annually. In addition, Bayer Pharmaceutical Division shall require Covered
Persons to disclo'se'immediafely any debarment, exclusion or other event that makes the

individual an Ineligible Person.

Ineligible Person, it will remove such person from responsibility for, or involvement with,
Bayer Pharmaceutical Division’s business operations related td the Federal health care
programs and shall remove such person from any position for which the person’s salary
or any it&ns ér services rendered, ordered, or prescribed by the person are paid in whole
or part, direc;tly or indirectly, by Federal health care programs or otherwise with Federal
funds at least until such time as the person is reinstated into participation in the Federal
health care programs.

4. Pending Charges and Proposed Exclusions. 1f Bayer Phannaceuﬁ§51
Division has notice that a Covered Person is charged with a criminal offense related to
any Federal health care program, of is proposed for exclusion during his or her

employment or engagement, Bayer Pharmaceutical Division shall take all appropriate
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actions to ensure that the responsibilities of that individual shall not adversely affect the |
accuracy of any claims for reimbursement submitted to any Federal health care program.
H. Notification of Government Invesﬁgaﬁon or Legal Proceedings. Within
 thirty (30) days of discovery, Bayer shall notify OIG, in writing, of any ongoing
investigation or legal proceeding conducted or brought by a governmental entity or its
agents involving an allegation that Bayer Pharmaceutical Division has ébmmitted acrime -
or has engaged in fraudulent activities or that Bayer has committed a crime or engaged in
fraudulent activities relating to the Federal health care programs. This notification shall
include a description of the allegation, the identity of the investigating or prosecuting
agency, and the status of such investigation or iegal proceeding. Bayer shall also provide
written notice to OIG within thirty (30) days of the resolution of the matter, and shall

provide OIG with a descripﬁon of the findings and/or results of the proceedings, if any.

IV. NEW BUSINESS UNITS OR LOCATIONS

In the event that, after the Effective Date of this CIA, Bayer changes
Iocatioﬁs or purchases or establishes new business units engaged in the contracting for,
mafketing,_ sales or price reporting of Government Reimbursed Pfod1_1cts, Bayer shall
notify OIG of this fact as soon as possible, but no later than within thirty (30) days of the
date of Change of locaﬁon, purchase or establishmenf. Thls notification shall include the
location of new operation(s), phone number, fax number, Federal health care program
provider number(s) (if any), and the corresponding contractor’s name and addr‘essl that has

issued each such provider number. All Covered Persons at such locations shall be subject
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- to the applicable requirements in this CIA (e.g., completing certifications and undergoing
ﬁaining). Bayer shall use its best efforts to implement the requirements of this CIA in
new business units or locations that participate in any Fedefal health care program as sobn
as practicable. Notwithstandihg any other provisions to the contrary, the price repquing
requirements of Section III.D of this CIA shall not become effective for new business
units or locations until six (6) months after the purchase or establishment of such new

business units or locations.

V. . IMPLEMENTATION AND ANNUAL REPORTS
A. Implementation Report.

" Within one hundred and fifty-five (155) days after the Effective Date of thJs

CIA, Bayer shall submit a written feport to OIG summarizing the status of its
implementation of the requirements of this CIA. This Implementation Report shall
include:
1. the name, address, phone number and position description of the
Compliance Officer required by section IIL.A;
2. the names and positions of the members of the Compliénée Committee
required by section IH.A;
3. a copy of the Code of Conduct required by section IIL.B.I;
4; a summary of the Policies and Procedures required by section I11.B.2;
5. a copy of training materials used for the training tequired by section

I11.C, a description of such training programs, and a summary of the
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activities undertaken in furtherance of these programs, including a schedule

and topic outline of the training sessions;

6; va certification by the Compliance Officer that:

a. the Policies and Procedures required by section II1.B have been
developed, are being implemented, and have been distributed to all
apprdpﬁat¢ Covered Persons;

'b. all Covered Persons have completed the Code of Conduct
certification required by section II1.B.1; and
c. all Covered Persons have completed the applicable traihing and
executed the certification required by section II1.C.
d. In the event that the Compliance Officer cannot certify to these
items in their entirety, the Compliance Officer shall provide an
explanation of any deficiencies and a timetable for when the
deficiencies will be remedied.

7. a description of the Confidential Disclosure Program required by section

IIL.F;

8. the identity of the IRO(s); a summary/descriptioﬁ of all current
~engagements between Bayer and the IRb; and a summary/description of all
engagements between Bayer and the IRO relating to the work of or issues

examined by the IRO in connection with the Drug Price 'Reporting

Engagement or the Compliance Engagement; and the proposed start and
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completion dates of the first Drug Price Reporting Engagement and
Compliance Engagement;

9. a certification from the IRO regarding its professional independence
from Bayer as required by section IIL.E.5;

10. a summary of personnel action (other than hiring), if any, taken
pursuant to section II1.G; |

11. a list of éll of Bayer Pharmaceutical Division locatiens (including
locations ;md mailing addresses), the cdrresponding name under which each
location is doing business, the corresponding phone numbers and fax
numbers, each location’s Medicare provider identification nulﬁber(s) af
-any) and the contractor’s name and addreAssb that issued each provider
1dentification number;

12. to the extent not already furhished to OIG, or if modified, a description
of Bayer’s corporate structure including identification of any parent and
sister companies, subsidiaries and their respective lines of business; and

| 13. the certification required by Section V.C.
B. Annﬁal Reports.
Bayer shall submit to OIG Annual Reports with respect to the status and
ﬁndingé regarding its compliance activities for each of the five one-year periods
beginning on the Effective Date of the CIA. (The one-year period covered by each

Annual Report shall be referred to as “the Reporting Period”).
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Each Annual Report sﬁall include:
1. any change in the identity or position description of the Compliance
Officer and/or members of the Compliance Committee described in section
ILA;
2. acertification by the Compliance Officer that:
a. when required, Covered Persons have completed the annual Code
of Conduct cerﬁﬁcation required by section IIL.B.1; and
~ b.all Covergd Persons completed the applicable training and
_executed the certification required by section II1.C.

The documentation supporting this certification shall be available to the OIG,
upon request.
3 a summary of any significant changes or amendments to tile Policies and
Procedures required by section I11.B.2 and the reasons for such changes
(e.g., change in Federal health care program requirements);
.4.. a copy of the training materials used for the training required by section
MI.C. (to the extent not already provided), and description of the training
required by section III.C conducted during the Reporting Period, includ_ing
a schedule, toﬁic outline of training sessions, and list of attendees;
5. a complete copy of the reports prepéred pursuant to the IRO;S Drug

' | Price Reporting and Compliance Engagements, including a copy of the

methodology used and a copy of the IRO’s engagement letter;
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6. Bayer’s response/corrective action plan to any issues raised by the IRO;
7. arevised summary/description of all engagementS between Bayer and
the IRO as described in section V.A.8, if different from what was submitted
as part of the Implementation Report;

8. a summary of the disclosures in the confidential disclosure log required
by section IILF that relate to Federal héal,th care programs;

9 é description of any personnél actioﬁs (other than hiring) taken by Bayer
Pharmaceutical Di\}ision asa result of the obligations in section II1.G, and
the name, title, and responsibilities of any person who falls within the ambit
of section I11.G.4, and the actions taken in response to the obligations set
forth in that section; |

10. a summary describing any ongoing investigation or legal proceeding

| required to have been reported pursuant to secﬁon IIT.H. The summary
shall include a description of the allegation, the identity of the investigating
or prosecuting agency, and the status of such investigation or legal
‘proceeding;

11. a description of any and all changes to the mosf recently provided list
(as updated) of Bayer’s ]ocations (including locations and mailing

- addresses) as recjﬁired by section V.A.11, the corresponding naine under

which each location is doing business, the correqunding phone numbers

and fax numbers, each location’s Federal health care program provider
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| identification numbers(s) (if any), and the contractor‘ names and address that

issued each provider identification number;

12. a description of the co-promotion agréements that Bayer has with other
ﬁrms, including the number of such agreements in existence during thé
Reporting Period and a summary of the assurances Bayer has received
regarding the training of co-profnoﬁon.personnel, as '.referenced in

Footnote 1; and |

13. the certification required by sectiqn vV.C.

The ﬁrst Annual Repbrt shall be received by the OIG no later than one year and
sevenfy-ﬁvé (75) days after the Effective Date of this CIA. Subsequent Annual Reports
shall be submitted no later than the anniversary date of the due date of the first Annual
Report. |

C. Certifications. The Implementation Report and Annual Reports shali include
a certification by the Compliance Officer that: (1) excebt as otherwise described in the
applicable report, Bayér is in compliance with all of the requirements of this CIA, to the
best of his or her knowledge; and (2) the Compliance Officer has reviewed the Réport,

has made reasonable inquiry regarding its content, and believes that the information

therein is accurate and truthful.
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VI. NOTIFICATIONS AND SUBMISSION OF REPORTS
Unless otherwise stated in writing subsequent to the Eﬂ‘echve Date of this CIA all

notifications and reports required under this CIA shall be submitted to the entities listed

.beiow:
OIG:

Civil Recoveries Branch - Compliance Unit
Office of Counsel to the Inspector General
Office of Inspector General

U.S. Department of Health and Human Services
Cohen Building, Room 5527

330 Independence Avenue, SW

Washington, DC 20201

Phone: 202.619.2078

Fax: 202.205.0604

Compliance Officer

c/o Bayer Corporation Pharmaceutical Division
400 Morgan Lane .

West Haven, CT 06516

Phone: 203.812.2647

Fax :203.812.3143

Unless otherwise specified, all notifications and reports required by this CIA may be
made by certified mail, overnight mail, hand delivery or other means, provided that there
is proof that such notification was received. For purposes of this réquirement, internal

facsimile confirmation sheets do not constitute proof of receipt.
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VII. OIGINSPECTION, AUDIT AND REVIEW RIGHTS

In a_ddition to any other rights OIG may have by statute, regulation, or contract,
OIG or its duly authorized representative(s) may examine Bayer Pharmaceutical
Division’s books, records, and other documents and supporting materials subject to any
properly asserted legal privilege, and/or cbnducf on-site reviews at reasonable times of
any relevant Bayer location for the purpose of verifying and evaluating: (a) Bayer’s
. compliahce with the terms of this CIA; and (b) Bayer Pharmaceutical Division’s
compliance with applicable requirements of the Federal health care prograrhs. The
documentation described above shall be made available to OIG or its duly authorized
representative(s) at all reasonable times for inspection, audit or reproduction.
Furthermore, for purposes of this provision, OIG or its duly authorized representative(s)
may interview any of BaYer’s employees, contréctors, or agents who consent to be
interviewed at the individual’s place of business during normal business hours or at such
other place and time as may be mutually agreed ul‘)on between the individual and OIG.
Bayer agrees to assist OIG c;r its duly authorized representatives(s) in contacting and
arranging interviews with such individuals upon OIGfs rea$o'nable' request. ‘Bayer’-s
employees may elect to be interviewed with or without a fcpresentative of Bayer present.
If an employee, consistent w1th his or her rights and privileges, refuses to be interﬁewed
based upon an individual decision, Bayer will not be in breach of this CIA if the interview

does not occur.
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VIII. DOCUMENT AND RECORD RETENTION .

. Bayer shall maintain for inspection all documents and records relating to -
reimbursement from the Federal health care programs or to compliance with this CIA for
six (6) years from the Effective Date of this CIA (or longer if otherwise required by law).

IX. DISCLOSURES AND PRIVILEGES

‘When Bayer submits any information to the OIG pursuant to its obligations under
this CIA, it shall élear]y identify any portions of its submissions that it believes are trade |
secrets, or information that is commercial or financial and pn’vileged or conﬁdential., and
therefore exempt from disclosure under the Free&om of Information Act(“FOIA”), :
5US.C. § 552. The OIG shal! follow all applicable Federal laws concerning privacy and
confidentiality, including the Federal Privacy Act, 5 U.S.C. § 522a, to the greatest extent
allowed by law. Consistent with I-II{S"s Freedom of Information Aét (“FOIA™)
procedures, set forth in 45.C.F.R. Part 5, the OIG shall make a reasonable effort to notify
Bayer prior to any release by tﬁe OIG of informaﬁon submitted by Bayer pursuant to its
obligatioﬁs under thié CIA and identified ubon submission by Bayer as trade secrets,
" commercial or financial informatioﬁ, or privileged and confidential under the FOIA rules.
With fespect to such releases, Bayer shall have the rights set foﬁh a:t 45 C.F.R. § 5.65(d).
Bayer shall refrain from identifying any information as. exempt frbm release if that
iﬁfonnation does not meet the criteria for exemption from disclosure under FOIA The
OIG shall provide the pre-disclosure notic;e required pursuant to .45 C.F.R. §5.65(d) to |
the Compliance Officer at the address provided in Section VI. Nothing in this CIA, or
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any communication or report made pursuant to this CIA, shall constitute or be construed
as a waiver by Bayer of Bayer’s attorney-client, work product or othef applicable
priviléges. Notwithstanding that fact, the existenée of any such privilege does not affect
Bayer’s obligation to comply with the provisions of the CIA. |
X. BREACHAND DEFAULT I’ROVISIONS
Bayer is expected to fully and timely comply vﬁ'th all of its CIA obligations. The
‘remedies available to the OiG under this Section X do not preempt or 1inﬁt any actions
tﬁat individual States may take against Bayer under appropriate authorities not specified
in this CIA. A breach of this CIA does not constitute a breach of the Settle;nent '
Agreement with the United States or the sétﬁément agreements with ihé individual states..
A breach of the terms of those settlement agreements does not constitute a breach of this
CIA, except to the extent th:;xt such a breach independently-also constitutes a breach of '
this CIA. Section X of this CIA specifies all of the remedies available to the OIG if
Bayer fails to satisfy its obligations under this CIA

A. Stipulated Penalties for Failure to Comply with Certain Obligations. As a

contractual remedy, Bayer and OIG hereby agree that failure to comply with certain
obligations set forth in this CIA may lead to the imposition of the following monetary
penalties (hereinafter referred to as “Stipulated Penalties”) in accordance with the

following provisions.
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1. A Stipulated Penalty of $2,500 (which shall begin to accrue on the day after the
date the obligation became due) for each day Bayer Pharmaceutical Division fails to have
in placé any of the following: -

a. a Compliance Officer and Committee as described by seétion IILA;
b. _ba written Code of Conduct as described by section IILB.1;
c. written Policies and Procedures as déscribed by section IIL.B.2;
d. a training program as described by section II1.C; and
e a Confidential Disclosure Program as described by section IIL.F.

2. A.Stipulat,ed Penalty of $2,500 (which sﬁal] begin to accrue on the day after the |
date the obligation became due) for each day Bayer Pharmaceutical Division fails to
- retain an Independenf Review Organization as required by section IILE.

3. .A Stipulated Penalty of $2,500 (whicﬁ shall begin to accrue on the day after the
date th-e obligation bec;me due) for each day Bayer fails meet any of the deadlines to
submjt the Implementation Report or the Annual Reports to the OIG.
| 4. A Stipulated Penalty of $2,000 (Which shall begin td accrue ten (10) days after
the date the failure 'to cpmply_ began) for each day Bayer Pharmaceutical Division |
employs or engages an Ineligible Person as a Covered Person (the Stipu]ated Penalty
described in this paragraph shall not be demafxded for any time period during which |
Bayer can demonstrate that it did not discover the person.’s exclusion or other ineligibility-

after making a reasonable inquiry (as described in section II1.G) as the status of the

person).
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5. A Stipulated Penalty of $1 ,SQO vfor each day Bayer fails to grant access to the
jnformation or aocumentaﬁon as required in section VII of this CIA. (This Stipulated
Penélty shall begin to accrue on the date Bayer-fails to grant access.)

6. A Stipulated Penalty of $1 ;OOO (which shall begin to accrue ten (10) days after
the date that OIG provides notice to Bayer of the failure to comply) for each day Bayer
fails to comply fully and adequately with any obligation of this CIA not already covered
in sections X A.1-5. Inits notice to Bayer, the OIG shall state the specific grounds for its
determination that the Bayer has failed to cqmply fully and adequately with the-CIA
ob]igatidn(s) at issue and the steps Bayer must take to comply with the CIA. The OIG
shall not seek to impose the Stipulated Penalties discussed in this section X.A.6 if Bayer

cures the identified deficiency within the ten (10) day period.

B. Timely Written Requests for Extensions. Bayer may, in advance of the due »

date, submit a timely written request for an extension of time to perform any act or file

ahy notification or report required by this CIA. Notwithstanding any other provisibn in
this sectibn, if OIG grants the timely written .rgquest with respect to an act, notiﬁcatibn, or
 report, Stipulated Penalties for fai]ure to perform the act or file the notification or report
shall not begin to accrue until one day after Bayer fails to meet the revised deadliﬁé set by
_ the OIG. Notwithstanding any other provision in this section, if OIG denies such a timely
written request, Stipulated Penalties for failure to perform the act or file the notification

or report shall not begin to accrue until two (2) business days after Bayer receives OIG’s

written denial of such request or the original due date, whichever is later. A “timely
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written request” is defined as a request in writing received by OIG at least five (5)
business days prior to the date by which any act is due to be performed or any notification
_ or report is due to be filed.

C. Payment of Stipulated Penalties.

1. Demand Letter. Upon a finding that Bayer has failed to comply vi'ith any of the
»ob‘ligations described in section X.A and determining that Stipulated Penalties are
appropriate, ~OIG shall notify Bayer of (a) Bayer’s fai]ure to cemply; and (b) the OIG’s
exercise of its contractual right to demand payment of the Stipulated Penalties (this
notification is hereinafter referred to as the “Demand Letter”). |
2. Response to Demand Letter. Within ten (10) days of the receipt of the Demand
Letter, Bayer shall either: (a) cure the breach to the OIG’s satisfaction and pay the
, applicdble Sripulated Penalties; or (b) request a hearing before an HHS administrative law
judge (*ALJ”) to dispute the OIG’s determination of noncompliance, pursuant to the
agreed upon provisions set forth below in section X.E. In the event .Bayer elects to
request an ALJ hearing, the Stipulated Penalties shall continue to accrue until Bayer
cures, to the bIG’s satisfaction, the alleged breach in dispute.. Failure to reSpond to the
" Demand Letter in one of ihese two manners within the allowed time period shall be |
considered a Material Breach of this CIA and shall be grounds for exclusion under section
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3. Form of Payment. Payment of the Stipulated Penaiti_es shall be made by
certiﬁed or cashier’s check, payable to “Secretary of the Department of Health and
Human Services,’f and submitted to OIG at the address set forth in section V1.

4, fndependence from Material Breach Determination. Excépt as set forth in
section X.D.4.b these provisions for payment of Stipulated Penalties shall not affect or
.otl-lerwisé set a standard for the OIG’s determination that i?.ayer has materially breached
ihis CIA, which decision shall be made at the OIG’s discretion e’md governed by the
provisions in section X.D, below.

D. Exclusion for Material Breach of this CIA.

1. Notice of Méteriai Breach and Intent to Exclude. The parties agree that a
Maten'al_ Breaéh of this CIA, as defined below, by Bayer constitutes an independent basis
for Bayer’s exclusion ﬁom participation in the Federal health care programs. Upon a
determination by OIG that Bayer has materially breached this CIA and that exclusion
should be imposed, the OIG shall notify Bayer of: (a) Bayer’s Material Breach; and

(b) OIG’s intent to eiercise its right to impose exclusion (this notification is hereinafter
referred 'to'as the “Notice of Material Breach and Intent io Exclude”). |

2. Opportunity to Cure. Bayer shall have thirty (30) days from the date of recéipt.
of the Notiée of Material Breach and Intent to Exclude Letter to demonstrate to the OIG’s
satisfaction that: | | |

~ a. Bayer is not in Material Breach of this CIA;

b. the alleged Material Breach has been cured: or
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c. tﬁe alléged Material Breach cannot be cured within the 30-day peﬁod,
but that: (i) Bayer has beg.un.to take action to cure the Material Breach;
(ii) Bayer is pursuing such action with due diligence; and (i) Bayer has
proﬁded to the OIG a rgasonable timetaBlc_e for curing the Material Brea;:h.
3. Exclusion Letter. If at the conclusion of the thirty (30) day period, Bayer fails
1o satisfy the requirements of section X.D.2, OIG may exclude Bayer from participation
in the Fedel_'al health care programs. In order to effectuate such exclusion, OIG wiil
notify Baj'er in'wn'ting of its determination to c;,xclude Bayer (this letter shall be referred
“to hereinafter as the “Exclusion Letter”). Unless Bayer exeréiscs ité review rights set
fQﬂ’il in the Dispute Resolution provisions in section X.E, below, the exclusion shall go
into effect thirty (30) days after .the date of the Exclusion Letter. The exclusion sﬁall have
‘national effect and will also apply to all other Federal procurement and non-procurement
pfogralns.i Reinstatemént to program particip?tion is not automaﬁc. If, at the end of the
period of exclusion, Bayer wishes to apply for reinstatement, Bayer must submit a written
request for reinstatement pursuant to the provisions at 42 C.F.R. §§ 1001.3001-.3004.
4, Deﬁniﬁgn of Material Breach. A Material Breach of this CIA means:
| a. repeated or flagrant violations of the obligations under this CIA,
inc]uding, but not limitgd to, the obligatio‘né addressed in section X.A of
this CIA; |
b. a failure to respond to a Demand Letter concerning the péyment of

Stipulated Penalties in accordance with section X.C above; or
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c. a failure to retafn and use an Independent Review Organization for
review purposes in accordance with section IILE.
E. Dispute Resolution.

" 1. Review Rights. Upon the OIG’s delivery to Bayer of its _Demand»Létter or af its
Exalusion Letter, and as an agraed—upon contractual remedy for the resolution of disputes
arising under the obligation of this CIA, Bayer shall be afforded certain review rights
comparable to the ones that are provided in 42 U.S.C. § 1320a-7(f) and 42 C.F.R. § 1605
as if they applied to the Stipulated Penalties or exclusion sought pursuant to this CIA.

- Specifically, the OIG’s determination to demand payment of Stipulated Penalties or seek
exclusion shall be sﬁbject to review by an HHS ALJ and, in the event of an appeal, the
VHHS Deparﬁnental.App_eals Board (“DAB), in a manner consistent with the provisions
in 42 C.FR. §§ 1005.2-1005.21. Notwithstahding the language in 42 C.F.R. § 1005.2(c),
the request for a heaﬁng invoIiring Stipulated Penalties shall be made within ten (10) days
of receipt of the Demand Letter and the request for a hearing inyolvin g exclusion shall be
made‘ within twenty five (25) days of receipt of the Exclusion Letter.

2. Stipulated Penalties Review. Notwithsfanding any provision of Tiﬂe 42 of the
| United States Code or Chapter 42 of the Code of Federal Regulations, the only issues in a
| proceedmg for Stipulated Penalties under this CIA shall be: (a) whether Bayer was in full
and hmely compliance with the obhgatlons of this CIA for whlch the OIG demands
payment; and (b) the period of noncompliance. Bayer shall have the burden of provmg its

full and timely comphance and the steps taken to cure the noncompliance, if any. If the
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AALJ finds that Bayer breached this CIA and orders Bayér to pay Stipulated Penalties,
such Stipulated Penalties shall become due and payable twenty (20) days after fhe ALJ
| issues such a decision unless Bayer requests review of the ALJ decision by the DAB. If.
the ALJ decision is ﬁroperly appealed to the DAB, and the DAB upholds the
determination of the OIG, the Stipulated Penalties shall become due and payable
twenty (20) days after the DAB issues its decision.

3. Exclusion Review. Notwithstanding any provision of Title 42 of the United
States Code or Chapter 42 of the Code of Federal Regulations, the only issues in a
proceeding for exclusion based on a Material Breach of this CIA shall be (a) whether
Bayer was in Material Breach of this CIA; (b) whether such breach was continuing on the
date of the Exclusion Letter; (c) whether the alleged Material Breach could not have been
cured within the thirty (30) day period, but that: (i) Bayer had begun to take action to
cure the Material Breach within that period, (ii) Bayer has pursued and is pursuing such
action with due diligence, and (iii) Bayer provided to OIG a reasonable timetable for
curing the Material Breach and Bayer has followed the timetable.

4. Fof purposes of the exclusion herein, exclusion shall take effect only after an
ALJ decision that is favérabie to the OIG, or if the ALJ rules for Bayer, onlj after a DAB
decision in favor of OIG. Bayer’s election of its contractual right to appeal to the DAB
shall not abrogate the OIG’s authonty to exclude Bayer upon the issuance of the ALJ’s

decision. If the ALJ sustains the determination of the OIG and determines that exclusmn

is authorized, such exclusion shall take effect twénty (20) days after the ALJ issues sucha
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decision, notwithstanding that Bayer may requést review of the ALJ decision by the
DAB. If the DAB finds in favor of OIG after an ALJ decision adverse to OIG, the

exclusion shall take effect twenty (20) days after the DAB decision. |

XI. EFFECTIVE AND BINDING AGREEMENT

Consistent with ﬁxe provisions in the Settlement Agreement pursuanf to which this
CiAis éntered, and into which this CIA is incbrporated, Bayer and OIG agree as follows:

A. This CIA shall be binding on the successors, assigns and transferees of Bayer;

" B.  This CIA shall become final and binding on the date the final signature is

obtained on the CIA;

C.  Any modifications to this CIA shall be made with tl\e prior written consent of
‘the parties to this CIA; and»

D. The undersigned Bayer signatories repfesent and warrant that they are
_ authorized to execute this CIA. The undersignéd OIG signatory represehts that he is signing

this CIA in his official capacity and that he is authorized to execute this CIA. -
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VON' BEHALF OF BAYER CORPORATION

///9/01

BATE’

Vice Pre31dent and Assistant
General Counsel for Bayer
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Paul E. Kalb Esq. DATE
1. Scott Bass, Esq.

~ Robert Fabrikant, Esq.

Sidley & Austin
Counsel for Bayer
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ON BEHALF OF THE OFFICE OF INSPECTOR GENERAL
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES

WZW\/ | ' //23/4/

(McCarty Thornton * DATE
.Clnef Counsel to the Inspector General ' :
Office of Inspector General

U.S. Department of Health and Human Services
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Attachment A

CERTIFICATION

" The undersigned, a high managerial agent of , hereby certifies that the

attached average sale price information has been communicated to First DataBank and tothe
State Medicaid programs indicated below and that it has been calculated in accordance with

the methodology describgd herein. I further acknowledge that the average sale prices so

reported will be filed with and used in the administration of the _ State Medicaid
program(s).
Signature
Title

PDate



Attachment B

" A. Reported Prices Procedures.  The IRO shall perform Reported Prices .Procedures to
assist in assessing whether the average sale prices for Government Reimbursed Products

reported pursilant to section _III.D. of this CIA during the one year period covered by the

Dfug Price Reporting Engagement were detérmined and reported in accordance with the

provisions set forth in that section of the CIA.-

As descxibéd below, the IRO shall conduct the Reported Prices Procedures by testing
‘samples of transactions (consisting.of sales and sales-related activities with purchasers
specifically included in or excluded from the average sale price calculation, as defined in
section IL.D.2.a. above, including cash disbursements to purchasers (hereafter
“Transactions™))'. The IRO will test the samples of Transactions in accordance with the

guidelines set forth in section A.1 of this Attachment B to the CIA.

In accordance with section A.2 of this Attachment B, the IRO will also test samples of the
| estimated rebate amounts used in the calculation of average sale prices in order to test
" whether Bayer followed its accrual methodologies as described in the certification
referenced in section TILD.2.c. of the CIA.

1. Statistical Tesfing of Transactions
The IRO shall begin these procedures by grouping all like-kind Transactions that

occurred during the twelve-month period covered by the Drug Price Reporting

: Engagement. The sum of all the Transactions in all the univers'es combined shall

! For example Transactions as used in this CIA would include, but not be limited

to: sales; volume discounts; prompt pay discounts; cash discounts; chargebacks; short-dated
product discounts; free goods; rebates paid to customers or credited to customers’ accounts;
replacement goods; cash disbursements to.purchasers; and all other price concessions or
incentives provided by Bayer to any relevant purchaser.
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equal the sum of all Transactions which occurred during the twelve-month period
covered by the Drug Price Reporting Engagement. '

. Each group of like-kind Transactions will be considered a separate universe from
which the IRO will test a statistically valid random probe sample and, if required -
as set forth below, a staﬁstica]ly valid random full sample of Transactions. With
regard to all groupings of like-kind Transactions except Rebate T ransactions’, the
IRO will test the statistically valid random samples in order to determine whether:
1) the correct prices for the Transactions were input into Bayer’s system (e.g. -
whether the Transaction prices are supported by source documents); and 2) Bayer .

_ ﬁroperly included or excluded each Transaction in the calculation of average sale

price under the definition of that term as set forth in section II1.D.2.a. With regard
to the groupmgs of like-kind Rebate Transactions, the IRO will test stansncal]y
valid random samples to determine whether: 1) the correct prices for the
Transactions were input into Bayer’s system (e.g. - whether the Transaction prices
are supported by source documents); and 2) the rebate Transaction amount
ca]cdatéd by Bayer was supported by Bayer’s contract with the customer, the

customer’s purchasing history and Bayer’s rebate policy.

| Each full sample shall consist of a statistically valid sample of Transactions th%;t
can be projected to the corresponding universe of like-kind Transactions for the
relevant period. The safn_ple size for each of the full samples shall be determined
througﬁ the i_lse of a probe sample. A separate probe sample, comprised of at least
30 sampling units, shall be used for each universe. The variable that will be tested
-in both the probe and full sample will be dollars that were improperly
inc]uded/excluded in the calculation of average sale price. Ata minimum, the full

»' samples will be designed with the objective of providing a statistical extrapolation

2 Asused herem, Rebate Transactions shall be defined to be those reductions in price the
value of which is not known at the time of the sale.
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of the results of the testing with a ninety (90) percent confidence level and a
'pr'eclision level of twenty-five (25) percent. In other words, each of the full
saniples will be designed with the objective of containing a sufficient number of
jtems so that if the dollars included or excluded in error, if any, identified for each
of the full samples were projected to the universe of all like-kind Transactions
from which each full sample .was drawn, the projection would provide a 90%
confidence level and a maximum relative precision (i.e., semi-width of the

~ confidence interval) of plus or minus 25% of the point estimate.

Both the probe samples and the full sami)les must be selected through use of the
random number generator contained in OIG’s Office of Audit Services Statistical
Sarﬂpling Software, also known as "RAT-STATS." which is available through the

'Internet at Wwwhhsg ov/oas/ratstat.html. The_ number of Transactions to be tested
in each full sample will be based on the results of each probe sample. The IRO

shall use RAT-STATS to estimate the sample size for each full sample.

For each universe of like-kind Transactions described above, the IRO shall test a
probe sample of at least thirty (30) T rapsaqtions. If no variances are noted in the
initial probe samplé, a second probe sample, of at least thirty (30) sampling units,
will be randomly selected and tested. If no variances are found in the second
probe sample, then no further testing of the universe of like-kind Transactions
being tested will be required and the results of the two probe samples will be
‘reported in lieu of the testing of the related full sample when preparing and
submitting the Drug Price Reporting Engagement Report.

The IRO will have the option of se]ecﬁng initial probe samples with at least fifty .
(50) sampling units for each universe of like-kind Transactions described above.
If no variances are found in the 50-item probe sample, no further testing of the

universe of likc-kind Transactions from which the 50-item probe sample was '
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selected will be required and the results of the 50-item probe sample will be
reported in lieu of the teéting of the related full sample when préparing and
* submitting the Drug Price Reporting Engagement Report.

2. Testing of Estimated Rebate Amounts Usevd in Calculating Average sale

price

In order to test the estim_éted rebate amounts used in calculations of average sale
price, the IRO shall randomly select a sample of the estimated rebate amounts
determined through Bayer’s accrual methodology and used in the calculation of
average sale price for the lesser of thirty (30) NDCs (11 digits) from, or ten percent
(10%) of,, the universe of NDCs (11 digits) reported for Government Reimbursed

~ Products. For each of those sampled units, the IRO will detefmine whether Bayer:
1) made assumptions about those rebate amounts that were based upon commercial
'arrangeménts and supported by source documentation; 2) tested those assumptions

in light of actual experience; and 3) made -adjustments in light of actual experience.

B. Systems Procedures. The IRO shall also perform procedures with regard to Bayer’s
price calculation and reporting systems as they relate to Government Reimbursed
Products and Bayer’s obligations under the CIA (“the Systems Procedures™). The

Systems Procedures shall consist of thorough inquiries, including queries of the client,
analysis of relevant Bayer policies and procedures, and analysis of all other appropriate
documentation of the following: |

1." Bayer’s systems and operaﬁons relating to the calculation of average sale price and

‘ oth’ei‘ information as required by the CIA, includiilg, but not limited to, the computation

of the average sale priée in accordance with the specifications outlined in section I11.D.2.a '
of the CIA; | |



2. Bayer’s systems and operations relating to the reportmg of average sale price and
other information as required by the CIA, inc]uding, but not limited to, the transcription
and reporting of the calculated average sale prices to the required entities;

3. Bayer’s systems and operations relating to the identification and correction of any
inaccurate pricing information, if any, provided to the State Medicaid Programs, the OIG,

and all drug price reporting services on which government agencies rely; and
| 4. the steps Bayer has represented it has or is taking to bring its operations into
compliance or to correct any problems identified by the most recent previous Drug Price

Reporting Engagement.

C. Drug Price Reporting Engagement Report. The following information shall be
included in each annual Drug Price Reporting Engagement Report:

1. Elements to Be Incinded:
a. Engagemenf Objectives: A clear statement of the objectives intended to
be achieved by the Drug Price Reporting Engagement. A separate objective
should be stated for each universe of like-kind Transacﬁons; the testing of
estimated rebate amounts used in calculating average éale price; and for

each element of the Systems Procedures.

~ b. Procedures Protocol: A detailed description of how the Drug Price
- Reporting Engagement was conducted, the specific procedures performed,
and a description of each sampling unit and universe utilized in performing
the procedures. The protocol should also include a detailed desc;fiption of
how the procedures were performed for each universe of like-kind

Transactions and for each system.

c. Sources of Data: A full d&séripﬁon of the types of information sources
upon which the IRO based the findings of the Drug Price Reporting
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Engagement, including; but not limited to, the professional staﬁdards
appiied and the documents, pricing and sales data, and/or any applicable
contracts utilized in performing the procedures conducted pursuant to the
Drug Price Reporting Engagement.

2. Results of Drug Price Reporting Engagement. The following results -
shall be included in each Drug Price Reporting Engagement Report:.

a. for each universe of like-kind Transactions, the IRO shall state the
findings, a description of the procedures performed, and the basis for the
findings as to whether correct Transaction prices were input into Bayer’s
systems; | ' ,

b. for each universe of like-kind Transactions except the Rebate
Transactions, the IRO shall state the findings, a description of the
procedures performed, and the basis for the ﬁndingé as to as to whether the
Transactions were properly included in or excluded from the calculations of
average sale prices in accordance with the provisions of section IIL.D. of
this CIA. If any sample Transaction was not propeﬂy calculated into the
average sale price, the findings should also identify the dollar amount
mcluded or excluded in error for each such sample Transaction;

c. for each universe of like-kind Rebate Transactions, the IRO shall state
the findings, a description of the procedures performed, and the basis for the
findings as to whether the rebate amount calculated by Bayer was supported
by Bayer’s contract with the customei', the customer’s purchasing history
and Bayer’s rebate policy;

d. for the sampled estimated rebate amounts included in the calculation of
average sale price, the findings, a description of the procedures performed,
and the basis for the ﬁndings as to whether Bayer: 1) made assumptions

_about those estimated rebate amounts that were based upon commercial
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arrangements and supported by source documentation; 2) tested those
assumptions in light of actual experience; and 3) made adjustments in light
of actual experience; | '

e. the findings,.a description of the procedures performed, and the basis for
the findings as to Bayer’s systems and operations relating to the calculation
of average sale price information as required by the CIA;

f. the findings, a description of the procedures performed, and the basis for
the findings as to Bayer’s systems and operations relating to the reporting of
* average sale price information as required by the CIA; -

| g. the findings, a description of the procedures performed, and the basis for
the findings as to Bayer’s systems and operations relating to the
identification and correction of any inaccurate pricing information providéd
to the State Medicaid Programs, to OIG and all drug price reporﬁhg
services on which govemmént agencies rely; | '

h. the findings, a description of the procedures performed, and the basis for
the findings as to the steps Bayer has represented it has or is taking to bring
its operations into compliance or to correct any problems identified by the
most recent previous Drug Price Reporting Engagement; and

i. observations, as a result of the .procedm'es performed with regard to

. Bayer’s practices and systems for the reporting of average sale prices and
other drug price information as defined in and required by the CIA
(including, but not limited to, observed weaknesses, if any, in the operations’
of these practices and systems and Bayer’s internal controls for such
systems and any recommendations, if ;c\ny,' the IRO fnay have to improve

any of these operations, practices, systems and related internal controls).
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